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Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1 17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on October 10, 2005 has been entered. 

DETAILED ACTION 

This application claims benefit to provisional application 60/253943, filed November 30, 

2000. 

Applicants' amendment filed October 10, 2005, has been received and entered. Claims 1, 
5, 6 and 83 have been canceled. Claims 2-4, 70-73, 75, 80, 82, 84 and 89-91 have been 
amended. Claims 2-4, 7-82, 84-91 are pending. 

Election/Restriction 

Applicant's election without traverse of Group I, in the reply filed on March 30, 2004 
was acknowledged. No arguments have been provided in the instant amendment. 

Claims 2-4, 7-82, 84-91 are pending. Claims 7-69, 74, 76-79, 81, 85-88 are withdrawn 
from further consideration pursuant to 37 CFR 1 . 142(b) as being drawn to a nonelected 
inventions, there being no allowable generic or linking claim. Claims 2-4, 70-73, 75, 80, 82-84, 
89-91 drawn to an isolated homozygous stem cell, are currently under examination. 
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Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1.48(b) if one or more of the 
currently named inventors is no longer an inventor of at least one claim remaining in the 
application. Any amendment of inventorship must be accompanied by a request under 37 CFR 
1 .48(b) and by the fee required under 37 CFR 1 . 17(i). 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 2-4, 70-73, 75, 80, 82, 84, 89-91 are rejected under 35 U.S.C. 1 12, first 
paragraph, as containing subject matter which was not described in the specification in such a 
way as to reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 37 CFR 1 . 1 1 8 (a) states that "No 
amendment shall introduce new matter into the disclosure of an application after the filing date 
of the application". Specifically, the amendment to the claims to encompass a " chromosomally 
homozygous stem cell" is considered new matter. A search of the instant specification for the 
literal support of the term "chromosomally" does not identify any support for the term. In a 
review for figurative support, the only support for such a structurally limitation would derive 
from the methods used to obtain a "homozygous stem cell" (recited and supported in the instant 
specification). In this case, the methodology used, parthenogenetically activating an oocyte and 
generating a cell would result in all the genetic material to be maternal in origin, but would not 
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result in homozygous (i.e. identical) pairs of chromosomes. The methodology used for 
parthenogenesis was known prior to the time of filing, and would not exclude inherent features 
of meiosis, such as chromosomal exchange resulting in unique chromosome pairs, nor the fact 
that in generating a parthenogenetic cell there is no control over the exchange of genetic material 
nor what chromosomes are ultimately maintained by the resulting cell. In any case, in meiosis 
there is no duplication of one chromosome resulting in two identical or homozygous 
chromosomes that are segregated during meiosis, thus would not provide for a cell derived from 
an oocyte that would have such a feature. 

To the extent that the claimed compositions and/or methods are not described in the 
instant disclosure, claims 2-4, 70-73, 75, 80, 82, 84, 89-91 are also rejected under 35 U.S.C. 1 12, 
first paragraph, as containing subject matter which was not described in the specification in such 
a way as to enable one skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and/or use the invention, since a disclosure cannot teach one to make or use 
something that has not been described. As discussed above, the methodology of 
parthenogenesis is not novel, and since the methods require such methods, any feature inherent 
to those methods would also be inherent to the instantly claimed methods. Since the 
methodology provides no control over genetic recombination, nor the ability to control which 
chromososme pairs ultimately end up in the resulting cell, there is no reasonable expectation of 
success based on the guidance of the present specification. Similar methodology in generating 
stem cells has been reported in the post filing art, however Cibelli et al. clearly indicate that the 
resulting cells are not homozygous, rather considered "autologous" to the oocyte (page 819, 
second column), and Vrana et al. teach that the resulting cells appear "to be similar to traditional 
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ES cells, it is reasonable to question their viability and utility" (page 11916, first column) since 
they are derived from only maternal DNA and that imprinting may affect the "Sternness" of the 
resulting cell (page 11916, second column) when evaluated and compared to other characterized 
stem cells in the art. 

MPEP 2163.06 notes "If new matter is added to the claims, the examiner should reject the 
claims under 35 U.S.C. 112, first paragraph - written description requirement. In re Rasmussen, 
650 F.2d 1212, 21 1 USPQ 323 (CCPA 1981)." MPEP 2163.02 teaches that "Whenever the issue 
arises, the fundamental factual inquiry is whether a claim defines an invention that is clearly 
conveyed to those skilled in the art at the time the application was filed... If a claim is amended to 
include subject matter, limitations, or terminology not present in the application as filed, 
involving a departure from, addition to, or deletion from the disclosure of the application as filed, 
the examiner should conclude that the claimed subject matter is not described in that application. 
MPEP 2163.06 further notes "When an amendment is filed in reply to an objection or rejection 
based on 35 U.S.C. 1 12, first paragraph, a study of the entire application is often necessary to 
determine whether or not "new matter" is involved. Applicant should therefore specifically point 
out the support for any amendments made to the disclosure". 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 2-4, 70-73, 75, 80, 82, 84, 89-91 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. Specifically, the claims have been amended to 
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recite "chromosomally homozygous", and review of the present specification fails to provide a 
specific definition of this terminology. The metes and bounds of the term and the claim are 
unclear and indefinite because what is being compared chromosomally and considered 
homozygous is not clearly set forth in the claim nor the specification. It is unclear in evaluating 
the breadth of the claims whether it is portions of the chromosomes that are to be homozygous, 
or that the cells simply have the same comphment of number of chromosomes compared to one 
another (thus, all male of female human cells are homozygous to one another). The terminology 
in the present claims is not defined in the specification, nor is an art accepted term, except at best 
when referring to a specific allele of a cell, not in the context of a whole chromosome. Even 
considering the methods encompassed by the product by process claims, it is unclear whether a 
single base pair alteration in one chromosome as compared to another in a resulting cell would or 
would not be encompassed by the instant claims since the pair of chromosomes would not be 
identical or homozygous to each other. 

Claim Rejections - 35 USC §102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 2, 70-73, 75, 80, 82-84 stand rejected and newly added claims 89-91 are rejected 
under 35 U.S.C. 102(b) as being anticipated by Thomson et al. (Science 1998-IDS reference). 
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Claims 2-4, 70-73, 75, 80, 82-84 stand rejected and newly added claims 89-91 are 
rejected under 35 U.S.C. 102(b) as being anticipated by Doetschman et al (J. Embryol. Exp. 
Morph 1985-IDS reference). 

Claims 2-4, 70-73, 75, 80, 82-84 stand rejected and newly added claims 89-91 are 
rejected under 35 U.S.C. 102(b) as being anticipated by Evans et al. (Nature 1981-IDS 
reference). 

Claims 2-4, 70-73, 75, 80, 82-84 stand rejected and newly added claims 89-91 are 
rejected under 35 U.S.C. 102(b) as being anticipated by Saito et al. (Dev. Biol. 1992-IDS 
reference). 

Applicants provide a explanation of the present invention noting that chromosomes may 
be homozygous at single alleles but not over the entire chromosome as it would be in the 
instantly claimed cells (pages 14-15). For each of Thomson et al, Doetschman et al, Evans et 
al. and Saito et al Applicants summarizing the stem cell described in each of the references, and 
argue that the methods used by the references would not provide the homozygosity of the 
described cell. Applicants arguments have been fully considered, but not found persuasive. 

The claims under examination are generally drawn to an isolated homozygous stem cell, 
are currently under examination, while claims 5, 6, 70-73, 75, 80 and 82-84 are produced by 
particular methods. The issue is whether the methods disclosed in the instant specification result 
in a stem cell that is materially different from that in the cited art. Initially, it is noted that the 
specification provides a definition of a "homozygous stem cell" as a cell previously termed a 
teratoma stem cell or a cell made by a variety of methods, including the isolation of stem cells as 
the cells isolated from the inner cell mass of blastocyst-like masses (see bottom of page 16). 
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Newly added claims 89-91 set forth three parameters of homozygous as in haplotypes, alleles 
and units of genetic material. Initially, given the definition provided in the instant specification 
or even a comparison of parameters such as haplotype, allele, stem cells obtained from an 
individual or from a embryo made by IVF would have common haplotype, alleles or genetic 
units. A unit of genetic material is a very broad term and could reasonably be interpreted to be 
any genetic sequence. It appear that Applicants are attempting to define the term of 
homozygosity to be identical pairs of chromosomes, however even their methodology would not 
produce such a cell. During meiosis, recombination occurs between chromosomes such that 
each of the resulting germ cell is different from one another. Thus, even the product by process 
claims were two germ cells are recombined back into one cell, the method would result in a cell 
that indistinguishable from those in the cited art. Applicants have simply argued that the cited 
references do not teach that the stem cells are homozygous without providing any clear scientific 
basis for why the claimed cell can be distinguished from these stem cells. 

As noted previously, where, as here, the claimed and prior art products are identical or 
substantially identical, or are produced by identical or substantially identical processes, the PTO 
can require an applicant to prove that the prior art products do not necessarily or inherently 
possess the characteristics of his claimed product. See In re Ludtke 441 F.2d 660, 169 USPQ 563 
(CCPA 1971). Whether the rejection is based on "inherency" under 35 USC 102, or "prima facie 
obviousness" under 35 USC 103, jointly or alternatively, the burden of proof is the same, and its 
fairness is evidenced by the PTO's inability to manufacture products or to obtain and compare 
prior art products. In re Best, Bolton, and Shaw, 195 USPQ 430, 433 (CCPA 1977) citing In re 
Brown, 59 CCPA 1036, 459 F.2d531, 173 USPQ 685 (1972). 
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As noted previously, Thomson et al. teach the isolation and characterization of human 
embryonic stem cells, Doetschman et al. teach the isolation and characterization of mouse 
embryonic stem cells, Evans et al. teach the isolation and characterization of mouse embryonic 
stem cells, and Saito et al. teach the isolation and characterization of bovine embryonic stem 
cells. 

For the reasons above and of record, the rejections are maintained . 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. 
Cir. 1993); In reLongi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 
1970);and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR 1.130(b). 

Effective January 1 , 1 994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 
CFR 3.73(b). 
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Claims 2-4, 70-73, 75, 80, 82-84 rejected and newly added claims 89-91 are provisionally 
rejected under the judicially created doctrine of obviousness-type double patenting as being 
unpatentable over claims 1-5, 7-14 of copending Application No. 10/179959 is withdrawn . 

Applicants terminal disclaimer has been accepted. 

Claims 2-4, 70-73, 75, 80, 82, 84, 89-91 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over claims 29, 32 and 33 
of copending Application No. 10/032,495 (filed January 2, 2002). Although the conflicting 
claims are not identical, they are not patentably distinct from each other because practicing the 
methods of '495 would result in the cells instantly claimed, each encompassing the generation of 
embryonic stem cells wherein parthenogenesis is used to generate the embryo from which the 
cells are obtained. The methods of '495 indicate that the MHC is characterized for each of the 
resulting cells, however the MHC haplotype is present in all resulting cells and would be an 
inherent feature of the presently claimed cells if characterized or not. The instant claims 
encompass the breadth of products produced by the methods of '495. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. However, it is noted that a notice of Allowance has been 
mailed in '495, and the rejection will be made non-provisional upon issuance. 

Conclusion 

No claim is allowed. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Joseph Woitach whose telephone number is (571) 272-0739. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ram Shukla, can be reached at (571) 272-0735. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to the Group analyst Dianiece Jacobs whose telephone number is (571) 272-0532. 

Joseph T. Woitach 




